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Message Text 

UNCLASSIFIED 

PAGE 01 STATE 181084 
ORIGIN HEW-06 

INFO OCT-01 EUR- 1 2 ISO-OO OES-07 MED-03 COME-OO /029 R 

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:CM 
APPROVED BY OES/APT/BMP: WJWALSH, III 
DHEW/OIH: RFISCHER 
EUR/CE: S KLIN GAMAN (INFO) 

EUR/WE:EBEIGEL(INFO) 

050651 022057Z/65 

P 022022Z AUG 77 
FM SECSTATE WASHDC 
TO AMEMBASSY BERN PRIORITY 
AMEMBASSY PARIS 

UNCLAS STATE 181084 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, FR, SZ 

SUBJECT: FDA ADVISORY - DEFECTIVE MEDICAL DEVICE 

(RECALL T-123-7) 

1 . FDA ADVISES OF THE FOLLOWING RECALL: 

PRODUCT INVOLVED: COBE HEMAFLO BLOOD TUBING SET - A BLOOD 
TUBING SET FOR USE WITH AN ARTIFICIAL KIDNEY (HEMODIALYZER). 

PRODUCT IDENTIFICATION: BRAND NAME IS "COBE" ON ALL SETS 
INVOLVED. EACH SET IS LABELED IN PART 'XXCOBE HEMAFLO 
BLOOD TUBING SET FOR HEMODIALYSIS THIS SET CONSISTS OF ONE 
ARTERIAL AND ONE VENOUS TUBING SEGMENT WITH VENOUS DRIP 
CHAMBER STERILE/NONPYROGENIC FLUID PATHWAY - FEDERAL LAW 
(U.S.A.) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER 
OF A PHYSICIAN - SEE ENCLOSED INSTRUCTIONS PRIOR TO USE - 
INTENDED FOR SINGLE USE ONLY COBE LABORATORIES, INC. 1201 
UNCLASSIFIED 

UNCLASSIFIED 
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OAK STREET, LAKEWOOD, COLORADO 80125 U.S.A. (303) 

232-6800XXX". 

MANUFACTURER/RECALLING FIRM: DEVICE IS MANUFACTURED AND 
ASSEMBLED BY COBE LABORATORIES, INC., 1201 OAK STREET, 

LAKEWOOD, COLORADO 80215. RECALL IS BEING HANDLED THROUGH 
THE MAIN OFFICE AT THE ABOVE ADDRESS. 
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2 . 

REASON FOR RECALL: BETWEEN APRIL 6, 1977 AND MAY 3, 1977, 

THE FIRM RECEIVED APPROXIMATELY 10 COMPLAINTS ON LOT 01E- 
615, 10 COMPLAINTS ON LOT 01E614, AND 1 COMPLAINT ON LOT 
02E543 OF LEAKAGE DUE TO SEPARATION OF BONDS WHERE TUBING 
IS INSERTED INTO THE REDUCERS. LEAKAGE IN THE 3 LOTS HAS 
BEEN VERIFIED BY COBE TESTING. THE COMMON FACTOR IN ALL 
3 LOTS IS A SINGLE INDIVIDUAL INVOLVED IN CEMENTING THE 
BONDS. THERE IS NO FURTHER EVIDENCE OF LEAKAGE IN LOTS 
MANUFACTURED BEFORE OR AFTER THE ABOVE 3 LOTS AS TESTED 
BY COBE. WHILE THERE HAVE BEEN NO FATALITIES, THERE WERE 
SEVERAL CASES OF BLOOD LOSS. 

3. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEE 
TO DETERMINE IF THEY HAVE RECEIVED LETTER AND/OR TELEX 
FROM COBE REGARDING RECALL AND DISPOSITION OF AFFECTED 
LOTS. 

4. FOREIGN CONSIGNEES AS FOLLOWS: 

COBE S.A. 

55 AVENUE DU CENTENAIRE 
94210 LA VARENNE 
FRANCE 

UNCLASSIFIED 

UNCLASSIFIED 
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A. BOLLINGER 

MEDISCHE ELECTRONIK UND TECHNIK 
FORCHSTRASSE 4 
CH - 8610 USTER 
SWITZERLAND CHRISTOPHER 


UNCLASSIFIED 
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